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The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 86-93 are rejected under 35 U.S.C. 103(a) as being unpatentable over Herrick, US 
4,781,187, in view of Siegel, DE 37 19 177 Al. Herrick employs donor corneal tissue 
(inherently comprising natural polymers such as collagen and mucopolysaccharide) but lacks any 
mention of a synthetic polymer for the implant material (column 3, lines 41-49). Siegel teaches a 
replacement human cornea comprising at least one synthetic polymer, the material promoting 
corneal endothelial cell adherence and growth on the surface, being permeable to ions and 
nutrients, and being severable to the required size (Derwent abstract). Substituting such a 
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material for the Herrick invention would have been obvious in order to provide desirable 
material properties, reduce the risk of disease transmission, ensure the availability of materials, 
and so on, especially in the absence of any advantage or criticality in the instant disclosure of 
synthetic polymers over natural polymers (In re Kuhle, 188 USPQ 9; Ex parte Clapp, 227 USPQ 
972, 973). In fact, the Applicant's specification states that synthetic or natural polymers may be 
used (page 1, lines 18-19; page 17, lines 15-17) and even includes collagen as a possible material 
(original claim 63). Regarding claims 88 and 89, a radius of curvature within the prescribed 
ranges would have been immediately obvious from the intended use of the device, as best 
illustrated by Figures 3, 4, 7, and 9, of Herrick. Regarding claims 91-93, although Herrick 
specifies typical dimensions "on the order of a length of 3.5 to 4.0 millimeters" (column 3, lines 
52-56), lengths as low as 2.0 millimeters would have been obvious in order to accommodate 
experimentation or practice on rabbits and other small animals or to minimize the length of the 
corneal incision. 

Claims 86-93 are rejected under 35 U.S.C. 103(a) as being unpatentable over Herrick, US 
4,78 1,187, in view of Silvestrini, WO 95/03747 Al . Silvestrini teaches corneal inserts which 
"may be of one or more synthetic or natural polymers" (page 3, line 32), which "may be used in 
isolation, in isolated multiples, in cooperative multiples, or as segments in a larger assemblage 
encircling at least a portion of the cornea" (page 3, lines 28-3 1), which advantageously may be 
provided with "a measure of lubricity" (page 5, lines 5-7; page 11, line 19 et seq.), and which 
may be trimmed to a shorter length (page 20, lines 24-27), so there does not appear to be any 
concern with implant migration. Using synthetic materials disclosed by Silvestrini for the 
Herrick radial inserts would thus have been obvious for reasons set forth above. 
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Claims 86-93 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gonchar et 
al., "Interlayer Refraction Tunnel Keratoplasty in Correcting Myopia and Astigmatism", in view 
of Siegel, DE 37 19 177 Al, or Silvestrini, WO 95/03747 Al. The implants being of a synthetic 
polymer would have been an obvious material variant for reasons provided above with respect to 
the Herrick patent. Regarding claims 88 and 89, values within the specified ranges would have 
been immediately obvious from the purpose of the implants (Figure 3 of Gonchar et al.). 
Regarding claims 91-92: page 4, line 16, of the English translation of Gonchar et al. Regarding 
claim 93, an implant having a length of 2.0 mm or less would have been obvious in order to 
accommodate a variety of eye sizes (e.g., page 2, lines 3-4, of said translation) and refractive 
disorders. 

The Declaration under 37 CFR 1.132 filed April 7, 2005, is insufficient to overcome the 

rejection of claims 86-93 based upon Herrick and Gonchar et al. as set forth in the last Office 

action because at the time of the present invention there had been disclosed in the prior art 

suitable materials comprising at least one synthetic polymer and having an appropriate modulus 

of elasticity and/or corneal cell growth and adherence promoting characteristics, as demonstrated 

by the grounds of rejection applied above. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dave Willse whose telephone number is 571-272-4762. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Corrine 
McDermott, can be reached on 571-272-4754. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-83^0^^^^7 y^? 
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